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Status 

1)^ Responsive to communication(s) filed on 22 September 2005 . 
2a)D This action is FINAL. 2b)£3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 7-26 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-11.23,25 and 26 is/are rejected. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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2. Q Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I (Claims 1-1 1 and 23-26) and 
Species B in the reply filed on September 22, 2005 is acknowledged. The traversal is 
on the ground(s) that the embodiments of Species B and C can include the protrusions 
of Species A. This is not found persuasive because Species B and C can include just 
the microprotrusions of Figures 2-5 without including the embodiment in Species A. 
Furthermore, it is understood from the specification that Species A can be used by itself 
to abrade the skin. The Examiner has withdrawn claim 24 as being drawn to non- 
elected Species A. 

The requirement is still deemed proper and is therefore made FINAL. 

Oath/Declaration 

The Oath is objected to because it is not signed by all of the Applicants. 

Information Disclosure Statement 
The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 

Specification 

Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 
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The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 1 50 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

The abstract of the disclosure is objected to because the legal 
phraseology "means" should be avoided. Correction is required. See MPEP 
§ 608.01(b). 

The disclosure is objected to because of the following informalities: 
In the Specification, on page 2, paragraph (00002), line 2, insert -by- between 
"corneum" and "employing"; on page 2, paragraph (00005), line 1, "target" is misspelled; 
on page 14, paragraph (000054), line 6, change "with" to -without-; on page 15, 
paragraph (000057), line 4, insert -by- between "may" and "integrally"; on page 18, 
paragraph (000067), line 3 replace "it" with -its-; on page 19, paragraph (000070), line 
6, insert -include- between "may" and "a". 
Appropriate correction is required. 

Claim Objections 

Claims 1-1 1 are objected to because of the following informalities: The claim 
recites that the substance is applied to the skin by mechanically rotating the protrusions 
of the abrader device. This suggests to the Examiner that the rotation of the device 
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somehow dispenses the substance, which is not an accurate description of the method. 
The claim should more clearly recite the method. Appropriate correction is required. 

Claim 10 is objected to because of the following informalities: The claim should 
read, "wherein the substance is pre-applied". Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-2,4,6,9,10, 23, and 25-26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pistor (3,918,449). See Figures 1-3 and the respective portions of the 
specification. Pistor discloses a method of delivering a substance into the skin of a 
patient via an abrader device comprising the steps of positioning the abrader device at a 
delivery site on the skin of the patient and applying a substance to the skin of the patient 
by mechanically rotating the array of microprotrusions (9) of the abrader device against 
the skin with sufficient force to disrupt and substantially penetrate the stratum corneum 
of the skin. The mechanical rotation of the microprotrusions forms an abraded area that 
increases the permeability of the skin to the substance and permits transfer through the 
abraded area. See column 1 , lines 5-20. Pistor also discloses monitoring the force with 



Application/Control Number: 10/649,134 Page 5 

Art Unit: 3763 

which the microprotrusions are applied on the skin by using the syringe (2) as a handle. 
See column 3, lines 61-65. Pistor also discloses simultaneously applying the substance 
through ports (7a-d) and positioning the abrader device at the delivery site or pre- 
applying the substance on the microprotrusions. 

Claims 1-6,11, 23, and 25-26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Min (5,618,295). See Figures 2-6 and the respective portions of the 
specification. Min discloses a method for delivering insulin into the skin via an abrader 
device comprising the steps of positioning the abrader device at a delivery site, 
providing a housing (10) that holds the skin of a patient in place, and mechanically 
rotating microprotrusions (48) to disrupt and penetrate the stratum corneum to increase 
the permeability of the skin to insulin. The rotation of the microprotrusions creates 
circular furrows, which can intersect each other to increase the surface area. See 
column 4, lines 32-60. 

Claims 1-2,4,6,8,23, and 25-26 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Garstein et al. (2004/0087992). See Figures 45 and the respective 
portions of the specification. Garstein et al. disclose a method for delivering a 
substance into the skin via an abrader device comprising the steps of positioning the 
abrader device at the delivery site of the patient, applying a substance to the skin before 
positioning the microprotrusions (602) of the abrader device at the site and then rotating 
the microprotrusions to disrupt the stratum corneum of the skin to make the skin more 
permeable. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being obvious over Garstein et al. 
(2004/0087992) in view of Mikszta et al. (2003/0093040). 

The applied reference has common inventors with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art only 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: 
(1) a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in the 
reference was derived from the inventor of this application and is thus not an invention 
"by another"; (2) a showing of a date of invention for the claimed subject matter of the 
application which corresponds to subject matter disclosed but not claimed in the 
reference, prior to the effective U.S. filing date of the reference under 37 CFR 1.131; or 
(3) an oath or declaration under 37 CFR 1 .130 stating that the application and reference 
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are currently owned by the same party and that the inventor named in the application is 
the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

Garstein et al. disclose all of the steps included in claim 6. Garstein et al. do not 
disclose to make the microprotrusions frusto-conical with at least one scraping edge. 
Mikszta et al. disclose a microabrader that includes frusto-conical edges. See Figure 
4a. The frusto-conical shape is more effective in penetrating the stratum corneum. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the protrusions of Garstein et al. with the frusto-conical shape of 
Mikszta et al. to make a microabrader that more effectively penetrates the stratum 
corneum. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Stigell whose telephone number is 571- 

272- 8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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